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1. Recruitment - Log baby

Number Question Answers

1.1 Date parent/guardian expressed interest in participating (dd-mm-yyyy)
This is the date when the parent/guardian expresses an ' “ ' :
interest in participating, but has not yet consented

Field type: Date
Variable name: date_recruit
Field required: Required
1.2 Has a recruitment form been filled in and baby met criteria for () yoq

study?
Field type: Radiobutton ONo

Variable name: suit_trial

Field required: Required

Option group name: yes/no

Now we need to add an email address to the baby's record,
and send information about the study to the parent.

See the instructions for more details.

Please make sure recruitment form is filled in and baby meets recruitment criteria.

Assessment cannot be carried out until you click 'Yes'.
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2. First visit - assessment - Mother and Baby

Number Question Answers

This is to be completed by the OSTEOPATH when the baby attends the first appointment

2.1 Age of mother ! Years
Warning shown if field's value is smaller than 15: 'Are you : :
sure the mother is this young?'

Warning shown if field's value is larger than 55: 'Are you sure
the mother is this old?’

Field type: Numeric field

Variable name: mother_age

Field required: Required

Field min: 6.00

Field max: 70.00

Measurement Unit: Years

2.2 How long was baby's gestation? i weeks
Warning shown if field's value is smaller than 20: 'Are you : :
sure this is correct?’

Field type: Numeric field
Variable name: baby_gestation
Field required: Required

Field min: 0.00

Field max: 45.00
Measurement Unit. weeks

2.3 Any complications to mother or baby requiring medical O Yes
attention before birth?
; . O No
Field type: Radiobutton
Variable name: pregnancy_complc_before
Field required: Required
Option group name: yes/no

2.3.1 If "Any complications to mother or baby requiring
medical attention before birth?'is equal to 'Yes' answer
this question:

What complications before birth?

Field type: Multiline Textfield

Variable name: pregnancy_complc_before_txt
Field required: Not required

24 Any complications to mother or baby requiring medical O Yes
attention during birth?
, . . O No
Field type: Radiobutton
Variable name: pregnancy_complc_during
Field required: Required
Option group name: yes/no

241 If 'Any complications to mother or baby requiring
medical attention during birth?' is equal to 'Yes' answer
this question:

What complications during birth?

Field type: Multiline Textfield

Variable name: pregnancy_complc_during_txt
Field required: Not required
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25

2.5.1

2.6

2.7

2.8
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Any complications to mother or baby requiring medical
attention after birth?

Field type: Radiobutton

Variable name: pregnancy_complc_after

Field required: Required

Option group name: yes/no

If 'Any complications to mother or baby requiring
medical attention after birth?' is equal to 'Yes' answer
this question:

What complications after birth?

Field type: Multiline Textfield

Variable name: pregnancy_complc_after_txt

Field required: Not required

How many weeks has the baby been crying, distressed or
unsettled excessively?

Warning shown if field's value is smaller than 1: 'The baby
does not fulfill inclusion criteria!’

Excessively means more than 3 hours per day for at least 3
days in the week.

Field type: Numeric field

Variable name: baby_crying_weeks
Field required: Required

Field min: 0.00

Field max: 10.00

Measurement Unit. weeks

Over the last week, how many days has baby been crying,
distressed or unsettled excessively?
Excessively means more than three hours in a day.

Field type: Numeric field

Variable name: baby_crying_days
Field required: Required

Field min: 0.00

Field max: 7.00

Measurement Unit. days

On average, how many hours per day has baby been crying,
distressed or unsettled in the last week?

Field type: Numeric field

Variable name: baby_crying_hours

Field required: Required

Field min: 0.00

Field max: 24.00

Measurement Unit. hours

O Yes
O No

i weeks

édays

i hours
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3. First visit - assessment - Screening, consent & randomisation

Number

3.1

3.2

3.3

3.4

3.5

3.6

3.7

3.8

CUTIES_main

Question

Baby's birth weight
Baby's weight at birth in kilograms

Field type: Numeric field

Variable name: baby_weight_birth
Field required: Required

Field min: 0.20

Field max: 10.00

Measurement Unit. Kg

Baby's current weight
Baby's current weight in kilograms

Field type: Numeric field
Variable name: baby_weight_BL
Field required: Required

Field min: 0.20

Field max: 10.00

Measurement Unit. Kg

Is baby healthy and thriving and suitable to be included in the
trial?

Field type: Radiobutton

Variable name: healthysuit_BL

Field required: Required

Option group name: yes/no

Has the parent or guardian signed the consent form?
Field type: Radiobutton

Variable name: consent_BL

Field required: Required

Option group name: yes/no

Has the treatment protocol been discussed and agreed?
Field type: Radiobutton

Variable name: protocol_BL

Field required: Required

Option group name: yes/no

Is baby suitable

Field type: Calculation
Variable name: suit_calc
Field required: Not required

Answers

Kg

Kg

O Yes
O No

O Yes
O No

O Yes
O No

Template: if({healthysuit_BL}=='yes' &&
{consent_BL}=="yes' && {protocol_BL}=="yes"){
1; }else{ 0; }

Baby can be randomised. Click on 'Randomization’ in the left panel & then 'Randomize’

Baby cannot proceed in the trial until the above three criteria are met.

Randomisation outcome

Field type: Randomization field
Variable name: rand_outcome
Field required: Not required

Test randomisation outcome
Field type: Calculation
Variable name: rand_calc
Field required: Not required

Template: {rand_outcome}
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4. First visit - management - First visit treatment

Number

4.1

4.2

4.21

43

4.31

4.4
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Question Answers
Did you use any PPE when treating the baby? O Yes
i.e. personal protective equipment such as masks, gloves, ON

o]

visors etc. to prevent COVID-19 spread

Field type: Radiobutton
Variable name: ppe

Field required: Required
Option group name: yes/no

Baby is in GTR group. The rest of this section can be skipped.

If ‘'Randomisation outcome' is equal to '1' answer this O Yes
question:
Used BLT? ONo

Did you used balanced ligamentous tension?

Field type: Radiobutton
Variable name: BLTBL
Field required: Required
Option group name: yes/no

If 'Used BLT?' is equal to 'Yes' answer this question:
Where was BLT targeted?

Field type: Multiline Textfield

Variable name: BLTBL_where

Field required: Not required

If ‘'Randomisation outcome' is equal to '1' answer this O Yes
question:

Used BTT cranium? ONo
Did you use balanced tissue tension for the cranium?

Field type: Radiobutton
Variable name: BTT_craniumBL
Field required: Required

Option group name: yes/no

If 'Used BTT cranium?' is equal to 'Yes' answer this
question:

Where was BTT cranium targeted?

Field type: Multiline Textfield

Variable name: BTT_craniumBL_where

Field required: Not required

If ‘'Randomisation outcome' is equal to '1' answer this O Yes
question: O
Used BTT trunk, pelvis or limbs? No
Did you use balanced tissue tension for the trunk, pelvis or

limbs?

Field type: Radiobutton
Variable name: BTT_TPLBL
Field required: Required
Option group name: yes/no
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441 If 'Used BTT trunk, pelvis or limbs?’ is equal to 'Yes'
answer this question:
Where was BTT (trunk, pelvis or limbs) targeted?
Field type: Multiline Textfield
Variable name: BTT_TPLBL_where
Field required: Not required

4.5 If 'Randomisation outcome' is equal to '1' answer this O Yes
question:
Used BTT to viscera? ONo
Did you use balanced tissue tension to the viscera?

Field type: Radiobutton
Variable name: BTT_viscera
Field required: Required
Option group name: yes/no

451 If 'Used BTT to viscera?'is equal to 'Yes' answer this
question:
Where was BTT viscera targeted?
Field type: Multiline Textfield
Variable name: BTT_viscera_where
Field required: Not required

4.6 If ‘'Randomisation outcome' is equal to '1' answer this O Yes
question:
Used BTT for other site? ONo
Did you use balanced tissue tension for another location?

Field type: Radiobutton
Variable name: BTT_otherBL
Field required: Required
Option group name: yes/no

461 If 'Used BTT for other site?'is equal to 'Yes' answer this
question:
Where was BTT (other) targeted?
Field type: Multiline Textfield
Variable name: BTT_otherBL_where
Field required: Not required

4.7 If 'Randomisation outcome' is equal to '1' answer this O Yes
question: O
Was central fluid fluctuation (CFF) management used? No
e.g. CV4, EV4, lateral fluctuation, directing the tide

Field type: Radiobutton
Variable name: CFF_centralBL
Field required: Required
Option group name: yes/no

471 If 'Was central fluid fluctuation (CFF) management used?’
is equal to 'Yes' answer this question:
Where was central CFF targeted?
Field type: Multiline Textfield
Variable name: CFF_centralBL_where
Field required: Not required
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4.8

4.8.1

4.9

4.91

4.10

4.10.1

4.1
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If ‘'Randomisation outcome' is equal to "1’ answer this O Yes
question: ON
o

Was peripheral CFF management used?
Field type: Radiobutton

Variable name: CFF_periphBL

Field required: Required

Option group name: yes/no

If 'Was peripheral CFF management used?’ is equal to
'Yes' answer this question:

Where was peripheral CFF targeted?

Field type: Multiline Textfield

Variable name: CFF_periphBL_where

Field required: Not required

If ‘'Randomisation outcome' is equal to "1’ answer this O Yes
question: O
Was Counterstrain /Facilitated positional release used? No
Field type: Radiobutton

Variable name: counterstrain_BL

Field required: Required

Option group name: yes/no

If 'Was Counterstrain /Facilitated positional release
used?'is equal to 'Yes' answer this question:
Where was counterstrain /facilitated positional release
targeted?

Field type: Multiline Textfield

Variable name: counterstrain_BL_where

Field required: Not required

If ‘'Randomisation outcome' is equal to '1' answer this O Yes
question: ON
Was lymphatic fluid management (pumping or drainage) °
used?

Field type: Radiobutton
Variable name: lymph_BL
Field required: Required
Option group name: yes/no

If 'Was lymphatic fluid management (pumping or
drainage) used?' is equal to 'Yes' answer this question:
Where was Lymphatic fluid management (pumping or
drainage) targeted?

Field type: Multiline Textfield

Variable name: lymph_BL_where

Field required: Not required

If ‘'Randomisation outcome' is equal to "1’ answer this O Yes
question:

Was joint articulation used? ONo
Field type: Radiobutton

Variable name: articBL

Field required: Required

Option group name: yes/no
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4.11.1

412

4121

4.13

4.13.1

4.14

4.14.1

4.15
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If 'Was joint articulation used?’ is equal to 'Yes' answer
this question:

Where was joint articulation used?

Field type: Multiline Textfield

Variable name: articBL_where

Field required: Not required

If 'Randomisation outcome' is equal to "1’ answer this
question:

Was functional technique used?

Field type: Radiobutton

Variable name: functionalBL

Field required: Required

Option group name: yes/no

If 'Was functional technique used?’'is equal to 'Yes'
answer this question:

Where was functional technique used?

Field type: Multiline Textfield

Variable name: functionalBL_where

Field required: Not required

If 'Randomisation outcome' is equal to '1' answer this
question:

Was myofascial release used?

Field type: Radiobutton

Variable name: myofascBL

Field required: Required

Option group name: yes/no

If 'Was myofascial release used?'is equal to 'Yes' answer
this question:

Where was myofascial release used?

Field type: Multiline Textfield

Variable name: myofascBL_where

Field required: Not required

If ‘'Randomisation outcome' is equal to '1' answer this
question:

Were visceral techniques used?

Field type: Radiobutton

Variable name: visceralBL

Field required: Required

Option group name: yes/no

If 'Were visceral techniques used?'is equal to 'Yes'
answer this question:

Where were visceral techniques targeted?

Field type: Multiline Textfield

Variable name: visceralBL_where

Field required: Not required

If ‘'Randomisation outcome' is equal to '1' answer this
question:

Were soft tissue techniques used?

Field type: Radiobutton

Variable name: S_tissueBL

Field required: Required

Option group name: yes/no

O Yes
O No

O Yes
O No

O Yes
O No

O Yes
O No
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4,151 If 'Were soft tissue techniques used?’is equal to 'Yes'
answer this question:
Where were soft tissue techniques used?
Field type: Multiline Textfield
Variable name: S_tissueBL_where
Field required: Not required

4.16 If 'Randomisation outcome' is equal to '1' answer this O Yes
question:
Were other techniques used? ONo
Field type: Radiobutton
Variable name: ttt_otherBL
Field required: Required
Option group name: yes/no

4.16.1 If 'Were other techniques used?’ is equal to 'Yes' answer
this question:
Where were other techniques used?
Field type: Multiline Textfield
Variable name: ttt_otherBL_where
Field required: Not required

https://uk.castoredc.com/print-crf/E65156A2-A71F-478B-B455-D06D67082959?withHelpText=1&withAdditionalinfo=1&includ... 10/36



14/01/2021

CUTIES_main

5. First visit - management - First visit advice

Number

5.1

5.1.1

5.2

5.2.1

5.3

5.3.1

5.4

5.4.1
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Question

Did you give advice about managing the baby's sleep
patterns?

Field type: Radiobutton

Variable name: advice_sleepBL

Field required: Required

Option group name: yes/no

If ‘Did you give advice about managing the baby's sleep
patterns?’ is equal to 'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_sleepBL_what

Field required: Not required

Did you give advice about managing the baby's feeding
patterns?

Field type: Radiobutton

Variable name: advice feedBL

Field required: Required

Option group name: yes/no

If ‘Did you give advice about managing the baby's
feeding patterns?' is equal to "Yes' answer this question:
What advice did you give?

Field type: Multiline Textfield

Variable name: advice_feedBL_what

Field required: Not required

Did you give advice to the mother about her diet?
Field type: Radiobutton

Variable name: advice_mumdietBL

Field required: Required

Option group name: yes/no

If 'Did you give advice to the mother about her diet?' is
equal to 'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_mumdietBL_what

Field required: Not required

Did you give advice about handling the baby?
Field type: Radiobutton

Variable name: advice_handleBL

Field required: Required

Option group name: yes/no

If ‘Did you give advice about handling the baby?'is equal
to 'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice _handleBL_what

Field required: Not required

Answers

O Yes
O No

O Yes
O No

O Yes
O No

O Yes
O No
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5.5

5.5.1

5.6

5.6.1

5.7

5.7.1

5.8

5.8.1
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Did you give advice about managing the baby's environment?
Field type: Radiobutton

Variable name: advice_environBL

Field required: Required

Option group name: yes/no

If ‘Did you give advice about managing the baby's
environment?'is equal to 'Yes' answer this question:
What advice did you give?

Field type: Multiline Textfield

Variable name: advice_environBL_what

Field required: Not required

Did you give advice about parenting behaviour?
Field type: Radiobutton

Variable name: advice_parentBL

Field required: Required

Option group name: yes/no

If 'Did you give advice about parenting behaviour?'is
equal to 'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice parentBL_what

Field required: Not required

Did you reassure the parent/guardian?
Field type: Radiobutton

Variable name: advice_reassureBL
Field required: Required

Option group name: yes/no

If ‘Did you reassure the parent/guardian?’is equal to
'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_reassureBL_what

Field required: Not required

Did you any other advice?
Field type: Radiobutton
Variable name: advice_otherBL
Field required: Required
Option group name: yes/no

If 'Did you any other advice?'is equal to 'Yes' answer this
question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice otherBL_what

Field required: Not required

O Yes
O No

O Yes
O No

O Yes
O No

O Yes
O No
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6. Follow up 1 - Response to last visit FU1

Number Question Answers

6.1 Date of follow-up  (dd-mm-yyyy)
Field type: Date
Variable name: follow_date1
Field required: Required

6.2 How has baby been since the last visit? O Much better O Better Osame O
Field type: Radiobutton

Variable name: treat_response1
Field required: Required
Option group name: worse_better 5

Worse @) Much worse

6.3 Has there been any unwanted/unexpected reactions? O Yes
Field type: Radiobutton
. . ONo
Variable name: unwant_reaction1
Field required: Required
Option group name: yes/no

6.3.1 If 'Has there been any unwanted/unexpected reactions?’
is equal to 'Yes' answer this question:
Please report unwanted/unexpected reaction
Field type: Add report button
Variable name:
Field required: Not required
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7. Follow up 1 - Treatment FU1

Number

71

711

7.2

7.21

7.3

7.3.1
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Question

Baby is in GTR group. This section can be skipped.

If 'Randomisation outcome' is equal to "1’ answer this
question:

Used BLT?

Did you used balanced ligamentous tension?

Field type: Radiobutton
Variable name: BLTFU1
Field required: Required
Option group name: yes/no

If 'Used BLT?' is equal to 'Yes' answer this question:
Where was BLT targeted?

Field type: Multiline Textfield

Variable name: BLTFU1_where

Field required: Not required

If ‘'Randomisation outcome' is equal to "1’ answer this
question:

Used BTT cranium?

Did you use balanced tissue tension for the cranium?

Field type: Radiobutton

Variable name: BBT_craniumFU1
Field required: Required

Option group name: yes/no

If 'Used BTT cranium?' is equal to 'Yes' answer this
question:

Where was BTT cranium targeted?

Field type: Multiline Textfield

Variable name: BBT_craniumFU1_where

Field required: Not required

If ‘'Randomisation outcome' is equal to "1’ answer this
question:

Used BTT trunk, pelvis or limbs?

Did you use balanced tissue tension for the trunk, pelvis or
limbs?

Field type: Radiobutton
Variable name: BTT_TPLFU1
Field required: Required
Option group name: yes/no

If 'Used BTT trunk, pelvis or limbs?' is equal to 'Yes'
answer this question:

Where was BTT (trunk, pelvis or limbs) targeted?

Field type: Multiline Textfield

Variable name: BBT_TPLFU1_where

Field required: Not required

Answers

O Yes
O No

O Yes
O No

O Yes
O No
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7.4

7.41

7.5

7.5.1

7.6

7.6.1

7.7
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If ‘'Randomisation outcome' is equal to "1’ answer this O Yes
question: ON
o

Used BTT to viscera?
Did you use balanced tissue tension to the viscera?

Field type: Radiobutton

Variable name: BTT_viscera_FU1
Field required: Required

Option group name: yes/no

If 'Used BTT to viscera?'is equal to 'Yes' answer this
question:

Where was BTT viscera targeted?

Field type: Multiline Textfield

Variable name: BTT_viscera_FU1_where

Field required: Not required

If ‘'Randomisation outcome' is equal to '1' answer this O Yes
question:

Used BTT for other site? ONo
Did you use balanced tissue tension for another location?

Field type: Radiobutton
Variable name: BTT_otherFU1
Field required: Required
Option group name: yes/no

If 'Used BTT for other site?' is equal to 'Yes' answer this
question:

Where was BTT (other) targeted?

Field type: Multiline Textfield

Variable name: BBT_otherFU1_where

Field required: Not required

If ‘'Randomisation outcome' is equal to '1' answer this O Yes
question: O
Was central fluid fluctuation (CFF) management used? No
e.g. CV4, EV4, lateral fluctuation, directing the tide

Field type: Radiobutton
Variable name: CFF_centralFU1
Field required: Required

Option group name: yes/no

If 'Was central fluid fluctuation (CFF) management used?’
is equal to 'Yes' answer this question:

Where was central CFF targeted?

Field type: Multiline Textfield

Variable name: CFF_centralFU1_where

Field required: Not required

If ‘'Randomisation outcome' is equal to "1’ answer this O Yes
question: O
Was peripheral CFF management used? No
Field type: Radiobutton

Variable name: CFF_periphFU1

Field required: Required

Option group name: yes/no
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7.7.1

7.8

7.8.1

7.9

7.9.1

7.10

7.10.1
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If 'Was peripheral CFF management used?’ is equal to
'Yes' answer this question:

Where was peripheral CFF targeted?

Field type: Multiline Textfield

Variable name: CFF_periphFU1_where

Field required: Not required

If 'Randomisation outcome' is equal to '1' answer this
question:

Was Counterstrain /Facilitated positional release used?
Field type: Radiobutton

Variable name: counterstrain_FU1

Field required: Required

Option group name: yes/no

If 'Was Counterstrain /Facilitated positional release
used?’is equal to 'Yes' answer this question:
Where was counterstrain /facilitated positional release
targeted?

Field type: Multiline Textfield

Variable name: counterstrain_FU1_where

Field required: Not required

If 'Randomisation outcome' is equal to "1’ answer this
question:

Was lymphatic fluid management (pumping or drainage)
used?

Field type: Radiobutton

Variable name: lymph_FU1

Field required: Required

Option group name: yes/no

If 'Was lymphatic fluid management (pumping or
drainage) used?'is equal to 'Yes' answer this question:
Where was Lymphatic fluid management (pumping or
drainage) targeted?

Field type: Multiline Textfield

Variable name: lymph_FU1_where

Field required: Not required

If ‘'Randomisation outcome' is equal to "1’ answer this
question:

Was joint articulation used?

Field type: Radiobutton

Variable name: articFU1

Field required: Required

Option group name: yes/no

If 'Was joint articulation used?' is equal to 'Yes' answer
this question:

Where was joint articulation used?

Field type: Multiline Textfield

Variable name: articFU1_where

Field required: Not required

O Yes
O No

O Yes
O No

O Yes
O No
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7.1 If ‘'Randomisation outcome' is equal to "1’ answer this O Yes
question:
Was functional technique used? ONo
Field type: Radiobutton
Variable name: functionalFU1
Field required: Required
Option group name: yes/no

7111 If 'Was functional technique used?’'is equal to 'Yes'
answer this question:
Where was functional technique used?
Field type: Multiline Textfield
Variable name: functionalFU1_where
Field required: Not required

7.12 If ‘'Randomisation outcome' is equal to "1’ answer this O Yes
question:
Was myofascial release used? ONo
Field type: Radiobutton
Variable name: myofascFU1
Field required: Required
Option group name: yes/no

7121 If 'Was myofascial release used?'is equal to 'Yes' answer
this question:
Where was myofascial release used?
Field type: Multiline Textfield
Variable name: myofascFU1_where
Field required: Not required

713 If 'Randomisation outcome' is equal to "1’ answer this O Yes
question: O
Were visceral techniques used? No
Field type: Radiobutton
Variable name: visceralFU1
Field required: Required
Option group name: yes/no

7.13.1 If 'Were visceral techniques used?'is equal to 'Yes'
answer this question:
Where were visceral techniques targeted?
Field type: Multiline Textfield
Variable name: visceralFU1_where
Field required: Not required

7.14 If ‘'Randomisation outcome' is equal to "1’ answer this O Yes
question:
Were soft tissue techniques used? ONo
Field type: Radiobutton
Variable name: S_tissueFU1
Field required: Required
Option group name: yes/no

7141 If 'Were soft tissue techniques used?’ is equal to 'Yes'
answer this question:
Where were soft tissue techniques used?
Field type: Multiline Textfield
Variable name: S_tissueFU1_where
Field required: Not required

https://uk.castoredc.com/print-crf/E65156A2-A71F-478B-B455-D06D67082959?withHelpText=1&withAdditionalInfo=1&includ...

17/36



14/01/2021 CUTIES_main

7.15 If ‘'Randomisation outcome' is equal to '1' answer this O Yes
question:
Were other techniques used? ONo
Field type: Radiobutton
Variable name: ttt_otherFU1
Field required: Required
Option group name: yes/no

7.15.1 If 'Were other techniques used?’ is equal to 'Yes' answer
this question:
Where was the other technique used?
Field type: Multiline Textfield
Variable name: ttt_otherFU1_where
Field required: Not required
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8. Follow up 1 - Advice FU1

Number

8.1

8.1.1

8.2

8.2.1

8.3

8.3.1

8.4

8.4.1
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Question

Did you give advice about managing the baby's sleep
patterns?

Field type: Radiobutton

Variable name: advice_sleepFU1

Field required: Required

Option group name: yes/no

If ‘Did you give advice about managing the baby's sleep
patterns?’ is equal to 'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_sleepFU1_what

Field required: Not required

Did you give advice about managing the baby's feeding
patterns?

Field type: Radiobutton

Variable name: advice feedFU1

Field required: Required

Option group name: yes/no

If ‘Did you give advice about managing the baby's
feeding patterns?' is equal to "Yes' answer this question:
What advice did you give?

Field type: Multiline Textfield

Variable name: advice_feedFU1_what

Field required: Not required

Did you give advice to the mother about her diet?
Field type: Radiobutton

Variable name: advice_mumdietFU1

Field required: Required

Option group name: yes/no

If 'Did you give advice to the mother about her diet?' is
equal to 'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_mumdietFU1_what

Field required: Not required

Did you give advice about handling the baby?
Field type: Radiobutton

Variable name: advice_handleFU1

Field required: Required

Option group name: yes/no

If ‘Did you give advice about handling the baby?'is equal
to 'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_handleFU1_what

Field required: Not required

Answers

O Yes
O No

O Yes
O No

O Yes
O No

O Yes
O No
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8.5

8.5.1

8.6

8.6.1

8.7

8.7.1

8.8

8.8.1
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Did you give advice about managing the baby's environment?
Field type: Radiobutton

Variable name: advice_environFU1

Field required: Required

Option group name: yes/no

If ‘Did you give advice about managing the baby's
environment?'is equal to 'Yes' answer this question:
What advice did you give?

Field type: Multiline Textfield

Variable name: advice_environFU1_what

Field required: Not required

Did you give advice about parenting behaviour?
Field type: Radiobutton

Variable name: advice_parentFU1

Field required: Required

Option group name: yes/no

If 'Did you give advice about parenting behaviour?'is
equal to 'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_parentFU1_what

Field required: Not required

Did you reassure the parent/guardian?
Field type: Radiobutton

Variable name: advice_reassureFU1
Field required: Required

Option group name: yes/no

If ‘Did you reassure the parent/guardian?’is equal to
'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_reassureFU1_what

Field required: Not required

Did you any other advice?

Field type: Radiobutton

Variable name: advice_otherFU1
Field required: Required

Option group name: yes/no

If 'Did you any other advice?'is equal to 'Yes' answer this
question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_otherFU1_what

Field required: Not required

O Yes
O No

O Yes
O No

O Yes
O No

O Yes
O No
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9. Follow up 2 - Response to last visit FU2

Number Question Answers

9.1 Date of follow-up  (dd-mm-yyyy)
Field type: Date
Variable name: follow_date2
Field required: Required

9.2 How has baby been since the last visit? O Much better O Better Osame O
Field type: Radiobutton

Variable name: treat_response2
Field required: Required
Option group name: worse_better 5

Worse O Much worse

9.3 Has there been any unwanted/unexpected reactions? O Yes
Field type: Radiobutton O
Variable name: unwant_reaction2 No
Field required: Required
Option group name: yes/no

9.3.1 If 'Has there been any unwanted/unexpected reactions?’
is equal to 'Yes' answer this question:
Please report incident
Field type: Add report button
Variable name:
Field required: Not required
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10. Follow up 2 - Treatment FU2

Number

10.1

10.1.1

10.2

10.2.1

10.3

10.3.1
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Question

Baby is in GTR group. This section can be skipped.

If 'Randomisation outcome' is equal to "1’ answer this
question:

Used BLT?

Did you used balanced ligamentous tension?

Field type: Radiobutton
Variable name: BLTFU2
Field required: Required
Option group name: yes/no

If 'Used BLT?' is equal to 'Yes' answer this question:
Where was BLT targeted?

Field type: Multiline Textfield

Variable name: BLTFU2_where

Field required: Not required

If ‘'Randomisation outcome' is equal to "1’ answer this
question:

Used BTT cranium?

Did you use balanced tissue tension for the cranium?

Field type: Radiobutton

Variable name: BBT_craniumFU2
Field required: Required

Option group name: yes/no

If 'Used BTT cranium?' is equal to 'Yes' answer this
question:

Where was BTT cranium targeted?

Field type: Multiline Textfield

Variable name: BBT_craniumFU2_where

Field required: Not required

If ‘'Randomisation outcome' is equal to "1’ answer this
question:

Used BTT trunk, pelvis or limbs?

Did you use balanced tissue tension for the trunk, pelvis or
limbs?

Field type: Radiobutton
Variable name: BTT_TPLFU2
Field required: Required
Option group name: yes/no

If 'Used BTT trunk, pelvis or limbs?' is equal to 'Yes'
answer this question:

Where was BTT (trunk, pelvis or limbs) targeted?

Field type: Multiline Textfield

Variable name: BBT_TPLFU2_where

Field required: Not required

Answers

O Yes
O No

O Yes
O No

O Yes
O No
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10.4

10.4.1

10.5

10.5.1

10.6

10.6.1

10.7
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If ‘'Randomisation outcome' is equal to '1' answer this O Yes
question: ON
o

Used BTT to viscera?
Did you use balanced tissue tension to the viscera?

Field type: Radiobutton

Variable name: BTT_viscera_FU2
Field required: Required

Option group name: yes/no

If 'Used BTT to viscera?'is equal to 'Yes' answer this
question:

Where was BTT viscera targeted?

Field type: Multiline Textfield

Variable name: BTT_viscera_FU2_where

Field required: Not required

If ‘'Randomisation outcome' is equal to '1' answer this O Yes
question:

Used BTT for other site? ONo
Did you use balanced tissue tension for another location?

Field type: Radiobutton
Variable name: BTT_otherFU2
Field required: Required
Option group name: yes/no

If 'Used BTT for other site?'is equal to 'Yes' answer this
question:

Where was BTT (other) targeted?

Field type: Multiline Textfield

Variable name: BBT_otherFU2_where

Field required: Not required

If 'Randomisation outcome' is equal to '1' answer this O Yes
question: O
Was central fluid fluctuation (CFF) management used? No
e.g. CV4, EV4, lateral fluctuation, directing the tide

Field type: Radiobutton

Variable name: CFF_centralFU2
Field required: Required

Option group name: yes/no

If 'Was central fluid fluctuation (CFF) management used?’
is equal to 'Yes' answer this question:

Where was central CFF targeted?

Field type: Multiline Textfield

Variable name: CFF_centralFU2_where

Field required: Not required

If 'Randomisation outcome' is equal to '1' answer this O Yes
question: O
Was peripheral CFF management used? No
Field type: Radiobutton

Variable name: CFF_periphFU2

Field required: Required

Option group name: yes/no

23/36



14/01/2021

10.7.1

10.8

10.8.1

10.9

10.9.1

10.10

10.10.1
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If 'Was peripheral CFF management used?’' is equal to
'Yes' answer this question:

Where was peripheral CFF targeted?

Field type: Multiline Textfield

Variable name: CFF_periphFU2_where

Field required: Not required

If 'Randomisation outcome' is equal to "1’ answer this
question:

Was Counterstrain /Facilitated positional release used?
Field type: Radiobutton

Variable name: counterstrain_FU2

Field required: Required

Option group name: yes/no

If 'Was Counterstrain /Facilitated positional release
used?’is equal to 'Yes' answer this question:
Where was counterstrain /facilitated positional release
targeted?

Field type: Multiline Textfield

Variable name: counterstrain_FU2_where

Field required: Not required

If 'Randomisation outcome' is equal to "1’ answer this
question:

Was lymphatic fluid management (pumping or drainage)
used?

Field type: Radiobutton

Variable name: lymph_FU2

Field required: Required

Option group name: yes/no

If 'Was lymphatic fluid management (pumping or
drainage) used?'is equal to 'Yes' answer this question:
Where was Lymphatic fluid management (pumping or
drainage) targeted?

Field type: Multiline Textfield

Variable name: lymph_FU2_where

Field required: Not required

If ‘'Randomisation outcome' is equal to '1' answer this
question:

Was joint articulation used?

Field type: Radiobutton

Variable name: articFU2

Field required: Required

Option group name: yes/no

If 'Was joint articulation used?' is equal to 'Yes' answer
this question:

Where was joint articulation used?

Field type: Multiline Textfield

Variable name: articFU2_where

Field required: Not required

O Yes
O No

O Yes
O No

O Yes
O No
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10.11 If ‘'Randomisation outcome' is equal to '1' answer this O Yes
question:
Was functional technique used? ONo
Field type: Radiobutton
Variable name: functionalFU2
Field required: Required
Option group name: yes/no

10.11.1 If 'Was functional technique used?’'is equal to 'Yes'
answer this question:
Where was functional technique used?
Field type: Multiline Textfield
Variable name: functionalFU2_where
Field required: Not required

10.12 If ‘'Randomisation outcome' is equal to "1’ answer this O Yes
question:
Was myofascial release used? ONo
Field type: Radiobutton
Variable name: myofascFU2
Field required: Required
Option group name: yes/no

10.12.1 If 'Was myofascial release used?' is equal to 'Yes' answer
this question:
Where was myofascial release used?
Field type: Multiline Textfield
Variable name: myofascFU2_where
Field required: Not required

10.13 If 'Randomisation outcome' is equal to "1’ answer this O Yes
question: O
Were visceral techniques used? No
Field type: Radiobutton
Variable name: visceralFU2
Field required: Required
Option group name: yes/no

10.13.1 If 'Were visceral techniques used?'is equal to 'Yes'
answer this question:
Where were visceral techniques targeted?
Field type: Multiline Textfield
Variable name: visceralFU2_where
Field required: Not required

10.14 If ‘'Randomisation outcome' is equal to "1’ answer this O Yes
question:
Were soft tissue techniques used? ONo
Field type: Radiobutton
Variable name: S_tissueFU2
Field required: Required
Option group name: yes/no

10.14.1 If 'Were soft tissue techniques used?’is equal to 'Yes'
answer this question:
Where were soft tissue techniques used?
Field type: Multiline Textfield
Variable name: S_tissueFU2_where
Field required: Not required
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10.15 If ‘'Randomisation outcome' is equal to '1' answer this O Yes
question:
Were other techniques used? ONo
Field type: Radiobutton
Variable name: ttt_otherFU2
Field required: Required
Option group name: yes/no

10.15.1 If 'Were other techniques used?’ is equal to 'Yes' answer
this question:
Where was the other technique used?
Field type: Multiline Textfield
Variable name: ttt_otherFU2_where
Field required: Not required
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11. Follow up 2 - Advice FU2

Number

1.1

11.1.1

1.2

11.2.1

11.3.1

11.4.1
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Question

Did you give advice about managing the baby's sleep
patterns?

Field type: Radiobutton

Variable name: advice_sleepFU2

Field required: Required

Option group name: yes/no

If ‘Did you give advice about managing the baby's sleep
patterns?’ is equal to 'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_sleepFU2_what

Field required: Not required

Did you give advice about managing the baby's feeding
patterns?

Field type: Radiobutton

Variable name: advice_feedFU2

Field required: Required

Option group name: yes/no

If ‘Did you give advice about managing the baby's
feeding patterns?' is equal to "Yes' answer this question:
What advice did you give?

Field type: Multiline Textfield

Variable name: advice_feedFU2_what

Field required: Not required

Did you give advice to the mother about her diet?
Field type: Radiobutton

Variable name: advice_mumdietFU2

Field required: Required

Option group name: yes/no

If 'Did you give advice to the mother about her diet?' is
equal to 'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_mumdietFU2_what

Field required: Not required

Did you give advice about handling the baby?
Field type: Radiobutton

Variable name: advice _handleFU2

Field required: Required

Option group name: yes/no

If ‘Did you give advice about handling the baby?'is equal
to 'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_handleFU2_what

Field required: Not required

Answers

O Yes
O No

O Yes
O No

O Yes
O No

O Yes
O No
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1.5

11.5.1

11.6

11.6.1

11.7.1

11.8

11.8.1
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Did you give advice about managing the baby's environment?
Field type: Radiobutton

Variable name: advice_environFU2

Field required: Required

Option group name: yes/no

If ‘Did you give advice about managing the baby's
environment?'is equal to 'Yes' answer this question:
What advice did you give?

Field type: Multiline Textfield

Variable name: advice_environFU2_what

Field required: Not required

Did you give advice about parenting behaviour?
Field type: Radiobutton

Variable name: advice _parentFU2

Field required: Required

Option group name: yes/no

If 'Did you give advice about parenting behaviour?'is
equal to 'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_parentFU2_what

Field required: Not required

Did you reassure the parent/guardian?
Field type: Radiobutton

Variable name: advice_reassureFU2
Field required: Required

Option group name: yes/no

If ‘Did you reassure the parent/guardian?’is equal to
'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_reassureFU2_what

Field required: Not required

Did you any other advice?

Field type: Radiobutton

Variable name: advice_otherFU2
Field required: Required

Option group name: yes/no

If 'Did you any other advice?'is equal to 'Yes' answer this
question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_otherFU2_what

Field required: Not required

O Yes
O No

O Yes
O No

O Yes
O No

O Yes
O No
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12. Follow up 3 - Response to last visit FU3

Number Question Answers

12.1 Date of follow-up  (dd-mm-yyyy)
Field type: Date
Variable name: follow_date3
Field required: Required

12.2 How has baby been since the last visit? O Muchbetter O Better Osame O
Field type: Radiobutton

Variable name: treat_response3
Field required: Required
Option group name: worse_better 5

Worse O Much worse

12.3 Has there been any unwanted/unexpected reactions? O Yes
Field type: Radiobutton O
Variable name: unwant_reaction3 No
Field required: Required
Option group name: yes/no

12.31 If 'Has there been any unwanted/unexpected reactions?’
is equal to 'Yes' answer this question:
Please report incident
Field type: Add report button
Variable name:
Field required: Not required
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13. Follow up 3 - Treatment FU3

Number

13.1

13.1.1

13.2

13.2.1

13.3

13.3.1

https://uk.castoredc.com/print-crf/E65156A2-A71F-478B-B455-D06D67082959?withHelpText=1&withAdditionalInfo=1&includ...

Question

Baby is in GTR group. This section can be skipped.

If ‘'Randomisation outcome' is equal to "1’ answer this
question:

Used BLT?

Did you used balanced ligamentous tension?

Field type: Radiobutton
Variable name: BLTFU3
Field required: Required
Option group name: yes/no

If 'Used BLT?' is equal to 'Yes' answer this question:
Where was BLT targeted?

Field type: Multiline Textfield

Variable name: BLTFU3_where

Field required: Not required

If ‘'Randomisation outcome' is equal to "1’ answer this
question:

Used BTT cranium?

Did you use balanced tissue tension for the cranium?

Field type: Radiobutton

Variable name: BBT_craniumFU3
Field required: Required

Option group name: yes/no

If 'Used BTT cranium?' is equal to 'Yes' answer this
question:

Where was BTT cranium targeted?

Field type: Multiline Textfield

Variable name: BBT_craniumFU3_where

Field required: Not required

If ‘'Randomisation outcome' is equal to "1’ answer this
question:

Used BTT trunk, pelvis or limbs?

Did you use balanced tissue tension for the trunk, pelvis or
limbs?

Field type: Radiobutton
Variable name: BTT_TPLFU3
Field required: Required
Option group name: yes/no

If 'Used BTT trunk, pelvis or limbs?' is equal to 'Yes'
answer this question:

Where was BTT (trunk, pelvis or limbs) targeted?

Field type: Multiline Textfield

Variable name: BBT_TPLFU3_where

Field required: Not required

Answers

O Yes
O No

O Yes
O No

O Yes
O No
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13.4

13.4.1

13.5

13.5.1

13.6

13.6.1

13.7
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If ‘'Randomisation outcome' is equal to '1' answer this O Yes
question: ON
o

Used BTT to viscera?
Did you use balanced tissue tension to the viscera?

Field type: Radiobutton

Variable name: BTT_viscera_FU3
Field required: Required

Option group name: yes/no

If 'Used BTT to viscera?'is equal to 'Yes' answer this
question:

Where was BTT viscera targeted?

Field type: Multiline Textfield

Variable name: BTT_viscera_FU3_where

Field required: Not required

If ‘'Randomisation outcome' is equal to '1' answer this O Yes
question:

Used BTT for other site? ONo
Did you use balanced tissue tension for another location?

Field type: Radiobutton
Variable name: BTT_otherFU3
Field required: Required
Option group name: yes/no

If 'Used BTT for other site?' is equal to 'Yes' answer this
question:

Where was BTT (other) targeted?

Field type: Multiline Textfield

Variable name: BBT_otherFU3_where

Field required: Not required

If 'Randomisation outcome' is equal to '1' answer this O Yes
question: O
Was central fluid fluctuation (CFF) management used? No
e.g. CV4, EV4, lateral fluctuation, directing the tide

Field type: Radiobutton

Variable name: CFF_centralFU3
Field required: Required

Option group name: yes/no

If 'Was central fluid fluctuation (CFF) management used?’
is equal to 'Yes' answer this question:

Where was central CFF targeted?

Field type: Multiline Textfield

Variable name: CFF_centralFU3_where

Field required: Not required

If 'Randomisation outcome' is equal to '1' answer this O Yes
question: O
Was peripheral CFF management used? No
Field type: Radiobutton

Variable name: CFF_periphFU3

Field required: Required

Option group name: yes/no
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13.7.1

13.8

13.8.1

13.9
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13.10

13.10.1
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If 'Was peripheral CFF management used?’ is equal to
'Yes' answer this question:

Where was peripheral CFF targeted?

Field type: Multiline Textfield

Variable name: CFF_periphFU3_where

Field required: Not required

If 'Randomisation outcome' is equal to '1' answer this
question:

Was Counterstrain /Facilitated positional release used?
Field type: Radiobutton

Variable name: counterstrain_FU3

Field required: Required

Option group name: yes/no

If 'Was Counterstrain /Facilitated positional release
used?’is equal to 'Yes' answer this question:
Where was counterstrain /facilitated positional release
targeted?

Field type: Multiline Textfield

Variable name: counterstrain_FU3_where

Field required: Not required

If 'Randomisation outcome' is equal to "1’ answer this
question:

Was lymphatic fluid management (pumping or drainage)
used?

Field type: Radiobutton

Variable name: lymph_FU3

Field required: Required

Option group name: yes/no

If 'Was lymphatic fluid management (pumping or
drainage) used?'is equal to 'Yes' answer this question:
Where was Lymphatic fluid management (pumping or
drainage) targeted?

Field type: Multiline Textfield

Variable name: lymph_FU3_where

Field required: Not required

If ‘'Randomisation outcome' is equal to '1' answer this
question:

Was joint articulation used?

Field type: Radiobutton

Variable name: articFU3

Field required: Required

Option group name: yes/no

If 'Was joint articulation used?' is equal to 'Yes' answer
this question:

Where was joint articulation used?

Field type: Multiline Textfield

Variable name: articFU3_where

Field required: Not required

O Yes
O No

O Yes
O No

O Yes
O No
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13.11 If ‘'Randomisation outcome' is equal to '1' answer this O Yes
question:
Was functional technique used? ONo
Field type: Radiobutton
Variable name: functionalFU3
Field required: Required
Option group name: yes/no

13.11.1 If 'Was functional technique used?’'is equal to 'Yes'
answer this question:
Where was functional technique used?
Field type: Multiline Textfield
Variable name: functionalFU3_where
Field required: Not required

13.12 If ‘'Randomisation outcome' is equal to "1’ answer this O Yes
question:
Was myofascial release used? ONo
Field type: Radiobutton
Variable name: myofascFU3
Field required: Required
Option group name: yes/no

13.12.1 If 'Was myofascial release used?' is equal to 'Yes' answer
this question:
Where was myofascial release used?
Field type: Multiline Textfield
Variable name: myofascFU3_where
Field required: Not required

13.13 If 'Randomisation outcome' is equal to "1’ answer this O Yes
question:
Were visceral techniques used? ONo
Field type: Radiobutton
Variable name: visceralFU3
Field required: Required
Option group name: yes/no

13.13.1 If 'Were visceral techniques used?'is equal to 'Yes'
answer this question:
Where were visceral techniques targeted?
Field type: Multiline Textfield
Variable name: visceralFU3_where
Field required: Not required

13.14 If ‘'Randomisation outcome' is equal to "1’ answer this O Yes
question:
Were soft tissue techniques used? ONo
Field type: Radiobutton
Variable name: S_tissueFU3
Field required: Required
Option group name: yes/no

13.14.1 If 'Were soft tissue techniques used?’is equal to 'Yes'
answer this question:
Where were soft tissue techniques used?
Field type: Multiline Textfield
Variable name: S_tissueFU3_where
Field required: Not required
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13.15 If ‘'Randomisation outcome' is equal to '1' answer this O Yes
question:
Were other techniques used? ONo
Field type: Radiobutton
Variable name: ttt_otherFU3
Field required: Required
Option group name: yes/no

13.15.1 If 'Were other techniques used?’ is equal to 'Yes' answer
this question:
Where was the other technique used?
Field type: Multiline Textfield
Variable name: ttt_otherFU3_where
Field required: Not required
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14. Follow up 3 - Advice FU3

Number

14.1

14.1.1

14.2

14.21

14.3

14.3.1

14.4

14.4.1
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Question

Did you give advice about managing the baby's sleep
patterns?

Field type: Radiobutton

Variable name: advice_sleepFU3

Field required: Required

Option group name: yes/no

If ‘Did you give advice about managing the baby's sleep
patterns?’ is equal to 'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_sleepFU3_what

Field required: Not required

Did you give advice about managing the baby's feeding
patterns?

Field type: Radiobutton

Variable name: advice_feedFU3

Field required: Required

Option group name: yes/no

If ‘Did you give advice about managing the baby's
feeding patterns?' is equal to "Yes' answer this question:
What advice did you give?

Field type: Multiline Textfield

Variable name: advice_feedFU3_what

Field required: Not required

Did you give advice to the mother about her diet?
Field type: Radiobutton

Variable name: advice_mumdietFU3

Field required: Required

Option group name: yes/no

If 'Did you give advice to the mother about her diet?' is
equal to 'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_mumdietFU3_what

Field required: Not required

Did you give advice about handling the baby?
Field type: Radiobutton

Variable name: advice _handleFU3

Field required: Required

Option group name: yes/no

If ‘Did you give advice about handling the baby?'is equal
to 'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_handleFU3_what

Field required: Not required

Answers

O Yes
O No

O Yes
O No

O Yes
O No

O Yes
O No
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14.5

14.5.1

14.6

14.6.1

14.7

14.7.1

14.8

14.8.1
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Did you give advice about managing the baby's environment?
Field type: Radiobutton

Variable name: advice_environFU3

Field required: Required

Option group name: yes/no

If ‘Did you give advice about managing the baby's
environment?'is equal to 'Yes' answer this question:
What advice did you give?

Field type: Multiline Textfield

Variable name: advice_environFU3_what

Field required: Not required

Did you give advice about parenting behaviour?
Field type: Radiobutton

Variable name: advice_parentFU3

Field required: Required

Option group name: yes/no

If 'Did you give advice about parenting behaviour?'is
equal to 'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_parentFU3_what

Field required: Not required

Did you reassure the parent/guardian?
Field type: Radiobutton

Variable name: advice_reassureFU3
Field required: Required

Option group name: yes/no

If ‘Did you reassure the parent/guardian?’is equal to
'Yes' answer this question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice _reassureFU3_what

Field required: Not required

Did you any other advice?

Field type: Radiobutton

Variable name: advice_otherFU3
Field required: Required

Option group name: yes/no

If 'Did you any other advice?'is equal to 'Yes' answer this
question:

What advice did you give?

Field type: Multiline Textfield

Variable name: advice_otherFU3_what

Field required: Not required

O Yes
O No

O Yes
O No

O Yes
O No

O Yes
O No
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